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Education: Marshall University, Huntington 
  Major Medical Technology, Minor Biology (Premedical Studies) 
  Sacred Heart University, Bridgeport, CT, Business 
  Quinnipiac College, Hamden, CT, Business 
 
Medical Device Industry Experience: 
 

Mr. McCarley is currently the President & CEO of OPHTEC USA, Boca Raton, 
Florida, a subsidiary of OPHTEC BV, The Netherlands.  OPHTEC develops, 
manufactures and distributes ophthalmic medical devices for anterior segment 
surgery and is currently sponsoring and conducting US FDA and Canadian HPB 
regulated clinical studies for Phakic IOLs, Endocapsular Tension Rings and Iris 
Reconstruction Lenses. 

 
Mr. McCarley’s Regulatory and Clinical Affairs experience includes developing 
Investigational Device Exemptions, Premarket Approval Applications and 
Notices of Substantial Equivalence (510(k)s, designing and managing FDA 
regulated clinical studies, and GMP compliance audits. 

 
In 1982, Mr. McCarley joined the Medical Device Industry, and has since then 
held the following medical industry related positions: 

   
  Manager of Domestic and International Regulatory Affairs, CILCO (now Alcon) 

Manager, Regulatory and Clinical Affairs, Storz Instrument Company (now 
  Bausch & Lomb)  
Manager, Regulatory Affairs, Hospital Products Division of Chesebroughs  

  Ponds (now Sherwood Medical Company/American Home  Products) 
Manager, Regulatory Affairs, Sherwood Medical Company 
VP Regulatory and Clinical Affairs, IntraOptics (now Bausch & Lomb) 
VP Regulatory and Clinical Affairs, Chiron IntraOptics (now Bausch & Lomb) 
President & CEO, McCarley Medical Device Regulatory Consulting Services 
Director (VP) Regulatory and Clinical Affairs, OPHTEC BV (Netherlands) 
VP of Operations, Apollo Eye Associates (multi-site ophthalmic practices) 
President & CEO, OPHTEC USA (present position) 
 
Committees / Memberships / Participation, Past and Present  
 
Health Industry Manufacturers Association 
American National Standards Institute 
International Standards Institute 
Food and Drug Administration Ophthalmic Advisory Panel (Industry 
 Representative) 


